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[Client Logo]           Corrective Action, Preventative Action (CAPA) Procedure

1 Purpose

This procedure applies to all non conformances or deviations, whether planned or unplanned, covering all areas of operation which could affect the quality, safety, efficacy and purity of the product.
This procedure applies to all employees of the [Client Name] facility who have been trained to the procedure, and have demonstrated competency.
2 References \ Definitions
2.1 References
	Name of document
	Document Control Number

	CAPA Database
	N/A (Database maintained by Quality staff)

	Non-conformance Report (NCR)
	N/A (Email Template)

	CAPA Form
	Insert reference here

	Terms of Reference for the Management Review meeting
	Insert reference here


2.2 Definitions

	Word (s) to be defined/ Abbreviation
	Definition

	Immediate Action
	Immediate action taken to remedy the effects of an incident, or non-conformance.

	Corrective Action
	Action taken to eliminate the root cause of a detected non conformance.

	Preventative Action
	Action taken to prevent the re-occurrence of a potential non-conformance or other undesirable potential situation

	Planned Deviation
	Intent to deviate from following a documented policy or procedure. All planned deviations must be authorised before they are implemented and are expected to be short term solutions to a problem with immediate impact.

	Objective Evidence
	Data/Information supporting a claim or action


3 Flow-chart of process  

	Staff member

	Quality staff only

	Supervisors, Managers, QM, or delegate

	Quality staff only















4 Notification of non-conformance
The Quality Manager (QM), or delegate will be responsible for providing the latest version of the NCR email template, to all area supervisors. 
	 Step
	Description

	1
	Complete the NCR. 

	2
	Send the NCR to the QM, or delegate.

	3
	Register the NCR on the CAPA Database. (Quality staff only)


5 Evaluation of NCR
Non-conformances must be evaluated by the QM, or delegate to determine if there is the potential to impact on the Quality, or safety of the manufactured product. 
	 Step
	Description

	1
	Evaluate the NCR using the following tables. Record the outcome of the evaluation in the CAPA Register.
Identify and determine the level of Risk
Consequence
Score

Likelihood
Score

Insignificant (No impact to product, operations, safety or reputation)
A
Rare (may occur only in exceptional circumstances)
1
Minor (the consequences may cause internal concerns, but remedial action will rectify)
B
Unlikely (could occur at some time)

2

Moderate (the consequences though severe, would not significantly threaten [Client Name]  Facility, but would be concerning to stakeholders)
C
Moderate (might occur at some time)
3

Major (the consequences would be a serious threat to [Client Name] Facility with significant impact on viability, operations, safety or reputation.
D
Likely (will probably occur in most circumstances)
4

Extreme (the consequence would be catastrophic to the [Client Name] Facility)
E
Certain (is expected to occur in most circumstances)
5

To work out the CAPA classification, use the following table
Consequence 

Likelihood

Level of risk
CAPA required?

CAPA classification

A
1 to 5
Low risk 
NO

N/A

B

1 to 2

Low risk

NO

N/A

B

3 to 5

Minor risk

YES

Minor

C

1 to 2

Minor risk

YES

Minor

C

3 to 5

Moderate risk

YES

Moderate

D

1 to 2

Major risk

YES

Major

D

3 to 5

Critical risk

YES

Critical

E

1 to 5

Critical risk

YES

Critical



	2
	If..........

then..........

There is low risk to the Quality or safety of the manufactured product

Notify the initiator of the NCR that a CAPA will not be required.

CAPA classification is minor, moderate, major, or critical
· Initiate a CAPA;
· Enter the details of the NCR on the CAPA Database
· Notify the initiator of the NCR that a CAPA has been raised and provide them with the CAPA number and the CAPA classification.



6 Perform investigation
An investigation in to the circumstances surrounding the incident, or non-conformance, must be conducted to determine the root cause. The investigation is to be managed in consultation with the QM, or delegate.
	Step
	Description

	1
	· Investigate circumstances surrounding the incident, or non-conformance and document all of the findings.
· Determine root cause of failure

	2
	Attach any objective evidence to the CAPA.

	3
	Determine corrective actions and assign responsibility and time-frames for completion of those actions.

	4
	Determine preventative actions and assign responsibility and time-frames for completion of those actions.

	5
	Notify all parties responsible for completion of actions.


7 Complete Corrective & Preventative Actions
7.1 Complete Corrective Actions
	Step
	Description



	1
	Complete corrective actions and document on the CAPA form.

	2
	Attach objective evidence to the CAPA form.

	3
	If..........

then..........

Corrective actions can not be completed within the established time-frame

Notify the QM, or delegate with the reason for the delay.




7.2 Complete Preventative Actions

	Step
	Description



	1
	Complete preventative actions and document on the CAPA form.

	2
	Attach objective evidence to the CAPA form.

	3
	If..........

then..........

Corrective actions can not be completed within the established time-frame

Notify the QM, or delegate with the reason for the delay.




8 Close the CAPA
A CAPA must not be closed until all corrective and preventative actions have been completed.
CAPAs are assigned due dates for closure according to the following table.

	Minor
	4 months from date of occurrence

	Moderate
	3 months from date of occurrence

	Major
	1 month from date of occurrence

	Critical
	7 working days from the date of occurrence


	Step
	Description



	1
	Send CAPA to the QM, or delegate. Make sure that all completed actions have been documented and that all objective evidence is attached to the CAPA.

	2
	Conduct review of CAPA and objective evidence to determine if corrective and preventative actions taken have been completed appropriately. (Quality staff only)

	3
	Document outcome of review on CAPA form.

	4
	If..........

then..........

Corrective and preventative actions are incomplete, or not acceptable

Notify the staff member responsible for completion of the CAPA that the actions taken were not acceptable.

Corrective and preventative actions taken are acceptable

· QM, or delegate sign the CAPA

· Close the CAPA on the CAPA Database.




9 Perform CAPA trend analysis
Quality staff are responsible for analysing the CAPA database on a monthly basis to determine if there has been any significant trends, which could indicate that there may be systemic problems with manufacturing processes.
	Step
	Description

	1
	Analyse CAPA Database to determine;
· Number of CAPAs initiated per month

· Number of repeating CAPAs initiated per month


10 Reporting requirements
	Step
	Description

	1
	Complete CAPA section of monthly Quality report, documenting;
· Number of CAPAs initiated for the previous month

· Details of CAPAs open as of the date of the report.

· Details of CAPAs overdue for closure 

· Number of CAPAs closed in the previous month

· Results of CAPA trend analysis

· Number of NCRs 
· In total

· Escalated to CAPA status

	2
	Present monthly report at monthly Quality Review meeting;

· Discuss CAPAs open, overdue for closure and results of trend analysis.
· Determine any actions required and document in meeting minutes

· Distribute meeting minutes as per the Terms of Reference for the Quality Review meeting

	3
	Review actions from previous Quality Review meetings to determine if actions have been completed and have been effective.

	4
	Prepare summary of the CAPA system for the Management Review report as per the Terms of Reference - Management Review Committee.
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